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responsible for submitting drug listing
information. The establishment shall
report to FDA any changes in this in-
formation at the intervals specified in
§ 207.30(a) for updating drug listing in-
formation.

[45 FR 38043, June 6, 1980, as amended at 55
FR 11577, Mar. 29, 1990]

PART 210—CURRENT GOOD MAN-
UFACTURING PRACTICE IN MAN-
UFACTURING, PROCESSING,
PACKING, OR HOLDING OF
DRUGS; GENERAL

Sec.
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AUTHORITY: 21 U.S.C. 321, 351, 352, 355, 356,
357, 360b, 371, 374.

SOURCE: 43 FR 45076, Sept, 29, 1978, unless
otherwise noted.

§ 210.1 Status of current good manu-
facturing practice regulations.

(a) The regulations set forth in this
part and in parts 211 through 226 of this
chapter contain the minimum current
good manufacturing practice for meth-
ods to be used in, and the facilities or
controls to be used for, the manufac-
ture, processing, packing, or holding of
a drug to assure that such drug meets
the requirements of the act as to safe-
ty, and has the identity and strength
and meets the quality and purity char-
acteristics that it purports or is rep-
resented to possess.

(b) The failure to comply with any
regulation set forth in this part and in
parts 211 through 226 of this chapter in
the manufacture, processing, packing,
or holding of a drug shall render such
drug to be adulterated under section
501(a)(2)(B) of the act and such drug, as
well as the person who is responsible
for the failure to comply, shall be sub-
ject to regulatory action.

§ 210.2 Applicability of current good
manufacturing practice regulations.

(a) The regulations in this part and
in parts 211 through 226 of this chapter
as they may pertain to a drug and in
parts 600 through 680 of this chapter as

they may pertain to a biological prod-
uct for human use, shall be considered
to supplement, not supersede, each
other, unless the regulations explicitly
provide otherwise. In the event that it
is impossible to comply with all appli-
cable regulations in these parts, the
regulations specifically applicable to
the drug in question shall supersede
the more general.

(b) If a person engages in only some
operations subject to the regulations in
this part and in parts 211 through 226
and parts 600 through 680 of this chap-
ter, and not in others, that person need
only comply with those regulations ap-
plicable to the operations in which he
or she is engaged.

§ 210.3 Definitions.
(a) The definitions and interpreta-

tions contained in section 201 of the act
shall be applicable to such terms when
used in this part and in parts 211
through 226 of this chapter.

(b) The following definitions of terms
apply to this part and to parts 211
through 226 of this chapter.

(1) Act means the Federal Food, Drug,
and Cosmetic Act, as amended (21
U.S.C. 301 et seq.).

(2) Batch means a specific quantity of
a drug or other material that is in-
tended to have uniform character and
quality, within specified limits, and is
produced according to a single manu-
facturing order during the same cycle
of manufacture.

(3) Component means any ingredient
intended for use in the manufacture of
a drug product, including those that
may not appear in such drug product.

(4) Drug product means a finished dos-
age form, for example, tablet, capsule,
solution, etc., that contains an active
drug ingredient generally, but not nec-
essarily, in association with inactive
ingredients. The term also includes a
finished dosage form that does not con-
tain an active ingredient but is in-
tended to be used as a placebo.

(5) Fiber means any particulate con-
taminant with a length at least three
times greater than its width.

(6) Non-fiber-releasing filter means any
filter, which after any appropriate
pretreatment such as washing or flush-
ing, will not release fibers into the
component or drug product that is
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